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Prepared in accordance with the requirements of 2I CFR Part 807.92

1. Submitter: Edan Instruments. Inc.

3/F-B. Nanshan Medical Equipments Park. Nanhal Rd 1019#. Shekou,
Nanshan Shenzhcn. 518067 P.R. China

Tel.: +86 75526856469

Fax: +86 75526882223

Contact Person: Cherry Sun SEP1 21
Prepare date: June 13th, 2013

2. Device name Device Name:
and classification: Digital Ultrasonic Diagnostic Imaging System, Model DUS 60

Classification Name:

892.1560 System, Imaging. Pulsed echo, Ultrasonic

Product code: IYO

892.1570 Transducer, Ultrasonic, Diagnostic

Product code: ITX

Regulatory Class: Class 11

3. Predicate M5 Diagnostic Ultrasound System K 102991

IDevice: Manufacturer: Shenzhen Mindrav Bio-Medical Electronics Co., Ltd.

DC-6 Diagnostic Ultrasound System K072 164

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co.. Ltd.

U50 Diagnostic Ultrasound System. K 123249
Manufacturer: SH-ENZH-EN EDAN INSTRUMENTS CO.. LTD
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4.Dvc The 01.9 60 is a portable Diagnostic Ultrasound System, which applies
Deviceon advanced technologies such as Phased Inversion Harmonic Compound

Descrition:Imaging (el-ICI), Double-Beam-Forming (D Beam), Speckle Resistance

Imaging(eSRI), scan receiving aperture (SRA) and Spatial
Compounding Imaging, etc. Various image parameter adjustments, 12.1
inch LCD and diverse probes are configured to provide clear and stable
images. It is intended for diagnostic ultrasound imaging analysis in
hospitals and clinics.

It is designed to produce ultrasound waves into body tissue and present
the returned echo information on the monitor; which can be displayed in
the following modes: B/2B/413-Mode, M-Mode, B+M Mode or PW
Mode. Supported probe types include convex, linear, micro-convex.
endocavity (transvaginal. endorectal) probes. The device can detect the
probe automatically.

The system consists of 7 major functional blocks, including a main unit,
a display Subsystem, a transducer and transceiver subsystem, digital
beam former, keyboard and power subsystem.

5. Intended Use: The diagnostic ultrasound system (bUS 60) is applicable for ultrasound

evaluation in hospitals and clinics. It is intended for use in Abdominal;
obstetric, gynecology, pediatrics; small parts; urology, peripheral
vascular, musculoskeletal (conventional and superficial), and cardiac
clinical applications, by or on the order of a physician or similarly
qualified health care professional.

6. Effectiveness and Safety Considerations:

Clinical test:
Clinical testing is not required.

Non-clinical test:
The following safety standards are conducted on the subject device:
(1) 1 E 60601 -I E lectrical Safety
(2) IEC 60601-1-2 Electromagnetic Compatibility
(3) FEC 6060 1-2-37 Particular requirements for the basic safety and essential performance of
ultrasonic medical diagnostic and monitoring equipment
(4) Acoustic output testing as per the guideline "Information for Manufacturers Seeking
Marketing Clearance of Diagnostic Ultrasound Systems and Transducers" dated September 9,
2008.
(5) ISO 10993-1, ISO 10993-5 and ISO 10993-10 Biological evaluation of medical devices

7.Cornparison to the predicate device

The subject device has same intended use, similar product design, same performance

effectiveness, performance safety as the predicate devices. The differences betwveen the subject
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device and predicate devices do not affect the basic design principle, usage, effectiveness and

safety of the Subject device. And they don't affect the former's effectiveness and safety.

The Subject device has the same needle-guide bracket material, property, and sterilization
methods as those of the predicate device U50, therefore, the needle-guide bracket will not cause
any safety and effectiveness issues.

8. Substantially Eq uivalent Determination

Verification and validation testing was conducted on the DUS 60 Digital Ultrasonic Diagnostic
Imaging System. This premarket notification submission demonstrates that DUS 60 Digital
Ultrasonic Diagnostic Imaging System is substantially equivalent to the predicate devices,
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
0903 Newv Hampshire Avenue

Document Control Center - W066&G609
Silver Spring, MD 20993-0002

September 17, 2013
Edan Instruments, Inc.
% Ms. Cherry Sun
Certification Engineer
3/E - B3, Nanshan Medical Equipments Park
Nanhal Road 1019#, Shekou,
Nanshan Shenzhen, 518067
CHINA

Re: K 131830
Trade/Device Name: Digital Ultrasonic Diagnostic Imaging System, Model DUS 60
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: 11
Product Code: IYO and ITX
Dated: June 7, 2013
Received: June 20, 2013

Dear Ms. Sun:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the DUS 60 Digital Ultrasonic Diagnostic Imaging System, as described in your
premarket notification:

Transducer Model Number

C361-2 C363-2 C341-2
L741-2 L743-2 L761-2
C61 1-2 E741-2 E611-2
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If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (2 1 CFR Part 80 1); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please

contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-

free number (800) 638 204 1 or (301) 796-7 100 or at its Internet address

lhttn://'Nw\w.IFda.Qov/MedicaDevics/Re OticcsfOlYOti/lildISt'\V/dclat~ilt.Itm. Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803), please go to
htt0 //wwwvfdaov/MedicalDevices/Saftv/Reortairoblef-n/defatlt.htm for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
littp ://wwvw. fda.Lyzov/M ved icaIDevices/ReSOu rcesf orYol/iIld lstrv/'deftu It. htin

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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Indications for Use Statement

5 10(k) Number K 3 1830

Device Name: Digital Ultrasonic Diagnostic Imaging System. Model DUS 60

Intended Use:

The diagnostic ultrasound system (DUS 60) is applicable for ultrasound evaluation in hospitals

and clinics. It is intended for use in Abdominal; obstetric, gynecology, pediatrics; small parts;

urology, peripheral vascular, musculoskeletal (conventional and Superficial), and cardiac

clinical applications, by or on the order of a physician or similarly qualified health care

professional.

Prescription Use X Or Over the Counter Use _

(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO-NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFNEEDED)

Concurrence of CDR-J Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Number K131830

Page I of___

K1 31830 Page 001 of 011
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Diagnostic Ultrasound Indications for Use Form

DIUS 60 Diglital Ultrasonic Dialnostic Imnagine System

Intended Use: Diagnostic ultrasound imaging or fluid flow, analysis of the humnan body as follows:

Clinical Application IMode of-Operation

B M PW CW Color Combined Other
Genieral Specific (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal / Obstetrics N N N N Note 1,2

Abdominal N N N N Note 1.2

Intra-operative (Specify)

Iun-operative (Neuro logical)

Laparoscopic

Pediatric N N N N Note 1,2

FeaISmall Organ (Specify) *N N N N Note 1.2

Neonatal Cephalic
Imgng Adl epai

& Other AutCpai
Trans-rectal N N N N Note 1.2

Trans-vaginal N N N N Note 1,2-
Trans-urethral

MtISCUlo-skeletal(Conventional) N N N N Note 1.2

MUSCUlo-skeletal (Superficial) N N N jN Note 1.2

Intravascular

Other (Specify) **N N N N Note 1.2

Cardiac N N N N Note 1.2

CardiI lntravaSCu I ar(Cardi ac)

Trans-esopli.(Cardiac)
Intra- cardiac

Peripheral Peripheral vascular N N N N Note 1.2
vascular Other (Specify)

N new indication; P) = previously cleared by FDA; E, added under this appendix

Additional comments: Combined mode: B+ M, B+PW

*Small Org-an includes thyroid
** Other use includes Urologyv

Note 1 : Biopsy Guidance

Note 2' H-annonic lImagine. This feature does not use contrast agent.

(PlE]ASI' DO0 NOT WRIlI F PILOW til LNE - CONTIN'UE ON ANOI lIFER PAGE IF N17i:1):1))

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

Prescription Use (Per 21 CFR 801. 109)

K131830 Page 002 of 011
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with C361-2 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the humnan body as follows:

Clinical Application Mode of Operation ____

B M PW CW Color Combined Other
General Specific (Specilfy) (Specit'v)

Ophthalmic Ophthalmic

Fetal / Obstetrics N N N N Note 1.2

Abdominal N N N N Note 1.2

Intra-operative (Specify)

Intra-operative (INeuro logical)

Laparoscopic

pediatric

FetalSmall Organ (Specify)*

Innagi . Neonatal Cephalic
Adult Cephalic

& Other __

Trans-rectal

1 rans-vaginal

Trans-uirethral

M uscu lo-skeletal(Con yen tion a )

Musculo-skeletal (Superficial)

Intravascular

Other (Specif ) **N N N N Note 1,2

Cardiac

Cariac IntravasculIar( Cardiac)
Trans-esoph. (Card iac)

Intra- cardiac

Peripheral Peripheral Vascular
vascular Other (Specifi')

N = new indication: P = previously cleared by FDA: E =added under this appendix
Additional comments: Combined mnode: B±M. B±PW

*Small Organ includes thyroid

** Other use includes Urology

Note 1: Biopsy Guidance
Note 2: Harmonic Imlagingp. T'his feature does not use contrast agent

(PLEASE DO NO I WRIILE BELOW' THIS LINE - CONJIINUE ON ANOI IER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)
Prescription Use (Per 21 CER 801.109)
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with C363-2 Transducer
Intended Use: Diagnostic ultrasound imaging, or fluid flowy analysis of the hluman body as f'ollows:

Clinical Application Mode of Operation
B M PW CW Color Combined Other

General Specific (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal / Obstetrics N N N N Note 1,2

Abdominal N N N N Note 1,2

Intra-operative (Specify)

Intra-operative (Neuro logical)

Laparoscopic

Pediatric

FetalSmnall Organ (Specify)*
Neonatal Cephalic

Imaging AutCpai
& Other Adult____ Cephalic__

Trans-rectal

Trans-vain lalI

Trans-uirethral

Musculo-skel]eta ](Con ven tional)
Musculo-skeletal (Superflcial)

Intravastlar

Other (Specify) **N N N N Note 1.2

Cardiac

Cardiac lntravascular(Cardiac)
Trans-esoph.(Cardiac)

Intra- cardiac

Peripheral Peripheral vascular
vascular Other (Specify)

N new indication; P = previously cleared by FDA: E added under this appendix

Additiotnal comments: Combined miode: B±M, t3+PW
*Smnall Orean includes thyroid

** Other use incitudes Ur-ology

Note 1: Bionsy Guidance

Note 2: Hlarmionic linagin g. This beatitre does not tise contrast agent
(IASE I.)D NOTI WR ItF 13ELOW' THIIS LINEI - (')NFIIN UIF ON A NO]iIIEFR PAGE- 11 NIldEIDIED)

Concttrrence of CDRI-l Office of In Vitro Diawinostic Device Evaluation and Safety (OIVD)

Prescription Use (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with C341-2 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the humian body as follows:

Clinical Application Mode ofOperation

Geea pcfcB M PW CW Color Combined Other
Gencal pecfic(Specify) (Specify)

Ophthalmic Ophthalmic I_ _

Fetal!/ Obstetrics N N __ _ N Note 1,2

Abdominal N N N IN Note 1.2

Intra-operative (Specify)

Intra-operative (Neuro logical)

Laparoscopic

Pediatric

Smnall Organ (Specify)
Fetal __ ___ ___ ____ _____

Iniaging Neonatal Cephalic
8Imaging Adult Cephalic

Trans-rectal

Trans-valcinal

Trans-u rethlralI

M uscti lo-skeleta (Con yen tioia I)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) **N N N IN Note 1.2

Cardiac

Cardia c lntraVaSC~llar(Cardiac)
Trans-esoph.(Cardiac)

itra- cardiac

Peripheral Peripheral vascular

vascular Other (Spec iy) _____ __________________________________

N = new indication; P = previouIsly cleared by FDA; E added uinder this appendix

Additional comments: Combined miode: B+M, B+PW
*Small Organ includes thy roid

** Other use includes Urology
Note 1: Biopsy Guidance

Note 2: Harmionic Imaging, This feature does not Use contrast agent
(PLEASE D)O NO1' WRITE BELOW [ HIS LINE - CON IINIJE ON ANOlIHER PAGE IF NEEtL)E)

Concurrence of CDRH. Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

Prescription Use (Per 21 CER 801.109)

K131830 Page005 of 011



DUS 60 Digital Ultrasonic Diagnostic Imaging System
510OK Submission

Diagnostic Ultrasound Indications for Use Form

BUS 60 with L741-2 Transducer
Intended Use: Diag-nostic ultrasound imaging or fluid flow analysis of the human hod)' as follows:

ClinicalApplication Mode of Operation ____ _____

B3 M PW CW Color Combined Other
General Specific (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro logical)

Laparoscopic

Pediatric

FtlSmall Organ (Specify) *N N N IN Note 1.2

Imaging Neonatal Cephalic
Imaging Adult Cephlic

& Other ___ _____

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skeletal(Conventional) N N N N Note 1.2

Musculo-skeletal (Superficial) N N N N Note 1,2

Intravascular

Other (Specify) *

Cardiac

Cardiac Intravascular(Cardiac)
Trans-esoph.(Cardiac)
I nti- cardiac

Peripheral Peripheral vascular N N IN N Note 1.2
vascular Other (Specify)

N =new indication; P = previously cleared by FDA: IE added under this appendix

Additional comments: Combined muode: B+M. B±P)W

*Small Orttan includes thyroid

**Other use includes Urolocy,

Note 1: IBiopsv Guidance
Note 2: 1Harmionic lirntz.v This feature does niot use contrast agent

(PLEtASE DO NOT WR[ ITE BELOW~r TiTS LINE - CONTINtJE ON ANOTHIER PACE IF NEEI)FD)

Concurrence of CDRH, Office ofln Vitro Diag-nostic Device Evaluation and Safety (OIVD)

Prescription Use (Per 21I CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with L743-2 Transdutcer
Intended Use: Diagnlostic ultrasound i nagirn or fluid flow analysis of the humnan body as tollows:

Clinical Application Mode of Operation

B M .PW CW Color Combined Other
General Specific (Specify) (Specify)

Ophithaltilnc Ophthalnmic

Fetal / Obstetrics

Abdominal

Intra-operalive (Specify)

Intra-operative (Neuro logical)

Laparoscopic

Pediatric

Small Organ (Specify) *N IN N N Note 1.2
Fetal

Neonatal Cephialic
fImagi.ng Adl epai

& Othler AutCpai
Trans-rectal

frans-vag i ml

Iran s-Ureihraid

Mtisculo-skeletal(Conv enitional) IN N N N Note 1.2

Musculo-skeletal (Superficial) N N N N' Note 12

Intravascular

___________Other (Specify) *

Cardiac

CadicIn tra vasculIar(C aid iac)

Tranis-esoph.(Cardiac)
Intra- ca-diac

Peripheral Peripheral vascular IN N N IN Note I1.2

vascular Other (Specify)

N ne"w indication: P = previously cleared by FDA; E = added tinder this appendix

Additional commients: Combined mode: B+M. B4-PW

*Small Org~an includes thyroid
**Other use includes Urolo,_zv

Note I: Biopsy Guidance

Note 2: Harmonic Imaging. This feature does not use contrast agent
(Pt PA SF DO) NOT WRiT7B FIX)W TIT S ILINEI - CONTINUE ON ANOT1 II PR P1AGI- 1 F NEP TIID)

Concurrence of CDRHl, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)

Prescription tjse (Per 21 CER 80 1. 109)
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with L761-2 Transducer
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

B M P W C W Color Combined Other
General Specific (Specify) (Specify)

Ophthalmic Ophthalmic

Petal / Obstetrics

Abdominal

fintra-operative (Specify)

intra-operative (Neuro logical)

L aparosco pie

Pediatric

Small Organ (Specify) *N N N IN Note 1.2
Fetal ____

Neonatal Cephalic
Imagingr Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Muisculo-skeletal(Conivenitional) IN N N N Note 1,2

MuIsculo-skeletal (Superficial) N IN N N Note 1.2

Intravascla

Other (Specifv) *

Cardiac

Cariac I ntravascu lar(Cardiac)
Tran s-esoph.(Cardiac)
Intra- caidiac

Peripheral Peripheral vascular N N N N Note 1,2

vascular Other (Specif~') __ __ ________________

N = new indication; P = previously cleared by FDA: E added under this appendix

Additional comments: Combined mode: B+M, B+PW
*Small OmLan includes thyroid

**Other use includes Urology

Note 1: Biopsy Guidance

Note 2: H-armonic Imaaini., This feature does niot use Contrast aigent

'lJEAS F Do) NOT WRITE7 FFlY)W THIS ILINEF - CONI IJUE ON ANOTHE R PACE IF' NP I)IT Di

Concurrence of CORHK Office of In Vitro Diagnostic Device E~valuation and Safety (OIVD)

Prescription Use (Per 21 CER 801.109)
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Diagnostic Ultrasound Indications for Use Form

DIUS 60 with C611-2 Transducer
Intended Use: Diagnostic ultrasound irnaging or fluid flow analysis of the humnan body as follows:

Clinical Application Mode of Operation ___

B3 M PW CW Color Combined Other
General specific (Specify) (Specify)

Ophithalmnic Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro logical)
L-aparoscopic

Pediatric N N N N Note 1,2

Small Organ (Specify)*
Fetal

Neonatal Cephalic
Imaging Adult Cephalic

& Other ____

Trans-rectal

l'ran s-vaginal

Trans-urethral

Musculo-skeletal(CoiNventional)

Musculo-skeletal (Superficial)

Intravascular

Other (SpecifyI

Cardiac N N N N Note 1,2

Cariac I ntravascu Iar(Cardiac)

Trans-esoph.(Card iac)

I ntra- cardiac

Peripheral Peripheral vascular

vascular Other (Specikr)

N new indication: P =previously cleared by FDA: F =added under this appendix

Add(1it ion al connnen is: Cornbinedc node: B3+ M, B 1 P'W
*Small Oiruan includes thyroid

**Other use includes iurology,

Note 1: Biopsy Guidance

Note 2: llannonic Imaging. This feature does not use contrast agent
(PLEFASE DO NOT \VRITE BELOW TIS LINE - CONTINUE ON ANOTHER PAGE IF7 NEEDlE))

Concurrence of CDRH, Office of In Vitro Diagnostic Device [Evaluation and Safety (OIVD)

Prescription Use (Per 21 CER 801.109)
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with E741-2 Transducer
Intended Use: Diagnostic Ultrasound imaging or fluid flow analy sis of the human body as follows:

Clinical Application Mode of Operation

B M PW CW Color Combined Other
General Specific (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intro-operative (Neuro logical)

Laparoscopic
Pediatric

Small Organ (Specify)
Fetal

Imaging, Neonatal Cephalic
Imaging A dult C ephalic

Trans-rectal N N N N Note 1.2

Trans-vaglinal

Trans-ti eth ra I

M uscu lo-skeletal(Coti yen tiona I)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) *

Cardiac

Cardiac Intravascular(Cardiac)
Trans-esoph. (Cardiac)
I ntra- cardiac

Peripheral Peripheral vascular
vascular Other (Specie') __________________

N = new indication; P = previously cleared by FDA: E =added under this appendix

Additional comments: Combined mode: B+M. B+PW
*Small Om~an includes thyroid

**Other use includes Urolo,_v

Note 1: Piopsy Guidance
Note 2: 1larmon ic I ma,_nc. This feature does no0t use contrast auent

E111ASE, O0 NOT WRITE BEL OW TIllIS LINET - CONT INIJE ON ANOI111R PAGE Il- NIIE)D))

Concun-ence of CDRI-. Office of In Vitro Diagnostic Device Evaluation and Salbty (OIVD)

Prescription Use (Per 2 1 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form

DUS 60 with £611-2 Transducer
Intended LUhe: Diagnostic ultrasound imagijng or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ___

Geea pcfc13 M PW CW Color Combined Other
Genra Spcrlc(Specil'v) (Specify)

Ophthalic Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro logical)

Laparoscopic

Pediatric

Small Organ (Specify)*
Fetal

Imagi. ng Neonatal Cephalic
&maging Adult Cephalic

TFrans-rectal N N N N Note I1.2

Trans-vaginal N N N N Note 1,2

Trans-uirethral

M uscu lo-skeletal(Conven tiona I)

Musculo-skeletal (Superficial)

Intravascular

Other (specify) *

Cardiac

Cardia lntravascu lar(Cardi ac)

Trans-esoph.(Card iac)
Intra- cardic

Peripheral Peripheral vascular

vascular Other (Spec ify~)

N = new indication: P = previouIsly cleared by FDA: E, 'added Under this appendix

Additional comments: Combined mode: B+M. B-'PW
*Small Organ includes thyroid

**Other use includes Urology,

Note 1: Biopsy, Guidance

Note 2: H-anmonic Imaging, This feature does not use contrast agent

(PLEASE DO NOT WRITE BElOWTHllS LINE -CONTINUE ON ANOTIHER PAGE. IF'NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVO)

Prescription Use (Per- 2 1 CER 80 1.109)
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